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‘INTEGRATIVE T#fERAPEUTICS 1NC.” N;LYlWATIC THERAPY’ 
NF Formulas o PhytoPharmica e 

Tyler Encapsulatkxns *, Vitaline Formulas PHYiOPWARMICA” 
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9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
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77 
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f.’ ;-, : ,. “_ )x :, * : :” i .I 1,‘. , i , ‘- ̂  
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or DisQibuted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and i3osmetic Act. Enzymatic Therapy, In& wishes to take advantage 
of the exemption to section 2Ol(g)( l)(C) of the act and comply with seotion~~~~~)t6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Holy Basil Trinity 
BlendTM 

Naturally elevstes your mood* Unique Trinity Blend: ,Holy Basil 
San+] (lea@ Extr&t, Holy Basil (ocimum 
sanctum) (leaf), Supercriti&aI Extract, Holy 
Basil (ocimum sanct.@) (letif), Steam Distilled 

I certify that the information contained in this notice is complete and accwate and that En,zrmatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading, 

~@~~ 
By: 

Robert Doster 
i 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Seientif”lc Affairs at 
(920)406-3608. 

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 



ENZYMATIC THFatzp~ 

INTEGRATIVE THEiiAPEUTlCS INC.* 
N<F Formulas‘+ PhytoPharmica’ 

Tyler Encapsulations 4~ Vitaline Formulas -L_--j.-.____-I__I-.- ..--. --_-.-_-..__I-_ 
9755 SW Commerce Circle, Suite 82 

Wilsonvifle, OR 97070 
I’: 503.582.8386 e F: 503.582.0467 

Office of Nutritional Products, Labeling &. 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

ENZYMIATCC THERAPY” 
6r 

PHYYQPNARMICA” 
I_- II-_ I ..-.-_ “-“._ ._- .- .-_-_~__ -.,._ -_- .._- --_ 
825,Chaflenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 Q F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 + F: 920.469.4418 (Phyto) 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufatitmed, Pa$ked,.and/or Distributed by Enzymatic, 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 1 I has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug~and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20l(g)(l)(C),of the act,and tiomply with section 403(r)(6) of the act, These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

sanctum), (leaf) Extract, Holy Basil (ocimum 
sanctum) {l~a~,-S~per~ri~i~~ Extract, Holy 
Basil (ocimum sanctum) $leafj, Steam Distilled 

I certify that the information contained in this notice is campfete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthfu1 and not misleading. 

By: 
~@~~ 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President ofScientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



lNTECRATlVE TfliRAPEUTECS ‘INC.” 
NF Formula,s d- PhytoPharmica 

Tyler Encapsulations * Vitaline Formulb 
I-., -- -.__.-- .1~...,~“-.~~-.~,---.-.- -.l_l_._ 

9755 SW Coqmerce Circk, Suite B2 
Wilsonvilte, QR 97070 ’ 

P: 503.582.8386 8 F: 503.582‘0467 

ENZY#ATIC THERAPY” 
bt 

PHYTOP~ARMICA’ 
.__-_ -... ̂_^__ _-” -__-. -I.- _-_.. -_-- ._-. --.-. ---..-._. 
825,ChalEenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469L3.i 313 B F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 + F: 920.469.4418 (Phyto) 

August 25,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5100 Paint Branch Parkway 
College Park, MD 20740 

FtE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product i-s Manufactured, Packed, andior Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a l&d that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and camply with s~tio~~403~r){6) ofthe act. These claims are 
not necessarily for a product we currently market or plan to market Jn t~e’i~e~~~te f&ure, and may be exploratory 
in nature. 

131endTM you cope with’everyday stresses, San&m) (leaf) Extmct, Holy Basil (ocimum 
trust Holy Basil TrinityBlend.* sanctum) ~I~,~Su~~cri~~c~ Extract, Holy 

Basil (ocimum sanctum) (letif), Steam Distilled 

I certify that the information contained in this notice is complete and accurate an@ th.$ Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not, misleading. 

“: Robe fiw 
Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Ddster, Senior Vice President of Scientifii Affairs at 
(920) 406-3608. 

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 



1NTE~CRATIVE THE.ftAPEUTICS-&NC.” 
NF Formulas qa PhytoPharmica 

Tyiw Enrapsula$ions a, Vitaline Farrtwias ^_-_--__-- --_.___. . --I -- _x^I_. --“.-“̂ ,-_ .__.__. 
9755 SW Commerce Circfe, Suite f32 

Wiisonvlile, OR 97070 
P: 503.582.832ei +, F: 503.58.q467 

,ENZYMATIC THERAPY’ 
& 

PHYTOPHARMICA’ 
-b._--.Ic .” .__y_x- - .__^ I_ -_-- - -.-. -..lll_-._-..--_- 
825Xhall(enger Drive, Green Bay, Wi 5431 l-8328 
P: 920.469.1313 c- F: 888S70.6460 (Enzymatic) 

P: 920.469.9099 + F: 920.469<441% (Phyto) 

Wbat~feels like’” 

August26,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following produet is Manufa$ured, Packed, and/or ~~s~buted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 I l:has a label-that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Thgrapy, Inc.. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply .ti@ section 4~~~~)~6) of the act. These claims are 
not necessarily for a product we currently market of” plan tomarket in the imme&ate, fsTttfFe, and may be expforatory 
in nature. 

Holy Basil Trinity 
B lendrM 

This unique three-blend &fens up &%y Basil (ocimum 
to 3 times the levels of key active san&un) (leaf) Extra@, Holy 3asi.l (o&mum 
components found in Hoiy Basil sa&um) ,(lea.f), ~upercritical Extract, Holy 
to deliver optimum support for Basil (&mum sanctum) (leaf), Steam Distilled 
stress and flervous ;Irritabi!ity. * Extract 

I certify that the information contained in this notice is complete and,a&rate r&d that E&ymatic Therapy, Inc. has 
substantiation that the statements are trtitbful andnot misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: Bh&/oS 

If you have any questions, please contact Robert Doster, Senior Vice Presi&nt oflScienti.Gc Affairs at 
(920) 406-3608. 

Chief Financial Officer 



INTEGBATIYE ~MERAPEUT~CJ INC.” ,EN~ZYMA’l%Z THERAPY* 
NF Form~&s‘+ PkytoPharmka & 

FNZYMATSCTHFRAPY 
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wzmtsr feels me: 

August 26,2005 

Tyler Encapsulations 6 Yitaline Formulas 
---.-2-.-~-~-“..,-.-_.-“.~ ___-_- -..-.A.- __I 

9755 SW Commerce Circle, Sui@ 62 
WilsoriGille, Od 97070 

P: 503.582.8386 CI F: 503.582.0467, 

f’HYT0PHARMICA” 
. ..-.-L- -.-I-. -._r__. II_ _.-._-. - -._. -.--.--- -__ -_---._ 
825 .Chall$mgeF D&e, Green Bay, WI 5431 I-8328 
P: 92b.469.t 313 9 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 o F: 920.469.4418 (Phyto) 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and ,Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers , 

Dear Sir or Madam: 

This letter is to notify you that the folloying produ$is Man~acture~, Pa&+ &ad/& ~I@&ibuted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, @aen Bay, V@&onsin 543 I 1 has a k+eI tha&o&ainsa statement provided 
by section 403(r)(6) of the Federal Fodd, I+ug an4 Cosmetic,Act. Er@r+& Y+z&py, 1~. wishes to take advantage 
ofthe exemption to section 201(g){ l)(C) of the act and co~~y.w~~~~e~t~on 403(r)(6) o_f ttie act. These claims are 
not necessarily for a product we currently market or plan to market in tbe’imm&~e future, and may be exploratory 
in nature. 

BlendTM spirit.* - sanc@rp) (1ea.Q E&$t, Holy Basil. (ocimum 
sanctum) (lea~,.“S~perGrit~caf Extract, Holy 
Basil (ocim$m ssmctum) Qe&Q, Steam Distilled 
Extract 

I certify that the infohation contained in this noticq. is complete and accurate’apd that Enzymatic Therapy, Inc, has 
substantiation that the statements &e ti& and not misleading. 

By: 
~@~~ .’ 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: ad~c;B/brJ 

If you have any questiorrs,,please contact Robert,Doster, Senior Vice Preside@ &Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial O fficer 
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1NTEGRATWE FWEZtAPEWTI-C~ t&&C.” 
N,F Formi&xs + PhytoPharmica 

Tyler Encapsulations 8 Vitaline Formulas 
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9755 SW Commerce Circle, Suite 62 

ENZYMATICTHERAPY WibwlfIe, DR 97070 
P: 50:3.582.8386 9 F: 503.582.0467 

LIUZYWBATIC THERAPY’ 
6r 

FNYTOPHARMICA” 

825 ‘Challenger Drive, Green Bay, Wl 5431 l-8328 
P: 920.4613.1313 f F: 888.570.6460 (Enzymatic) 

P: 920,469.9099 + I=: 920.469.4418 (Phyto) 

Of5ce of Nutritional Prod&s, Labeling & 
Dietary Supplements, RFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, ]s”ackedi a&& D@&ributed~by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a f&be&hat coz@ns a statement provided 
by section 403(r)(6) of the Federal Food, &@g an$Cosmetic A& Enzymatic Therz+py, In& wjshes to take advantage 
of the exemption to section 2Ol(g)( l)(C), of the a& and dbmply with section 403@(6) of&e, act. These claims are 
not necessarily for a product we currentiy.market or$an to’market i~.thei~~ia~,,~~e, and may be ex&oratory 
in nature. 

BlendTM response to-stress.* sanck) (let@) M.ract~ HoIy Basil (o&mum 
sanctum) (I#), S~~~~ri~cal Extract, Holy 
Basti (oc~~,s~~t~) (leaf), Steam Distilled 
Extract _ 

I certify that the information contained. in this notice is complete and,accurate and Q&t Enzymatic Therapy, Inc. has 
substantiation that the statements are t+hfil and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: s3/a/o-l 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Sincerely, 

w P! 
* 7 

^T/ 
Michael P. Devereux 
Chief Financial Officer 



INTEGff~ATWE THERAPEUTICS fRtC.” 
NF Formdas,~ PhytbPharmica 

Tyl& Encapsulattsns * Vitafine Form&as ___^ .-_-, Lc---w--- _.__. --- _---_-.-“- 
9755 SW Commerce Circle, Suit.9 B2 

WilsonvGffe, OR 87070 
PI 503,,S82.&386 n F: 503.582.0467 

EtWYMATIC THERAPY* 
cn 

PHYTOQCI;ARMICA” 
_.““_^__i -...._-. --“----_~-~^_- -_.. -._--_ 
825.kZhaIlenger Drive, Green Bay, WI 54317 -8328 
P: 920.468.131 3 + F: 888.570.6460 (Enzymatic) 

P:,920.469.9099 & F: 920.469.4418 (Phyto) 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following productis M~~~~~d, Pack&d, an$or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay,.Wisconsin $4311, has a label ~a~co~ins~a statement provided 
by section 403(r)(6) of the Federal Food, Drug andCosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 l(g)(l)(C) of the act sad comply with section 403@)(6)cf the act, These claims are 
not necessarily for a product we currently market OS plan to-market in the immediate future, and may be exploratory 
in nature. 

BlendTM ease.” (leaf) Extract, Holy Basil (ocimum 
sanctum) (lea@ Super&t&$ Extract, Holy 
Basil focimum sanctum) (leaf), Steam Distilled 

f Extract I 

I certify that the information contained inthisnotice is corqlete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert= 

Title: Senior Vice President of Scientific Affairs 

Date: si’z 7 /oC, 

If you have any questions, please contactRobert Doster, Senior VicePreside& ofScienti5c Affairs at 
(920)406-3608. 

Sincerely, 

Mi 
Chief Financia t Officer 



INTEGRATIVE WiLRAPEbTIC~ INC..” 
NF Formwtas + Phy&Ptbr%ca 

Tyi& Encapsulations * Vitaline Formulas .-_.._ ---_.l____.__ - -. .-_-- --“.--.-_ .._-^- --._ _- 
9755 SW Commerce Ctrcle, Suite 82 

FNZYMATICTHFRA~Y Wtlsonviite, OR 97070 
P: 503.582.&386 s F: 503.582.0467 

Office of l$tritional Products, Labeling & 
Dietary Supplements, WFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

ENLYMATlC THERLAPY” 

PWYTOP~ARMICA* 
-- I...-xII __^-_ ___-.-_ -_..-_.l ._._-_-. --.-- __.,_-..-.-_._ 

825 Chatien@r Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 920.4~69.9099 -a F: 920.469.4418 (Phyta) 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the” following product is Manufactured, Packed, and/or Distributed by, Enzymatic 
Therapy, Inc. at “825 Challenger Drive, Green Bay, SYisconsin 543 1 I .hw & label that cont.&s a statement provided 
by section 403(r)(6) of the Federal Food, Drug a&Cosmetic Act. Enzymatic Therapy5 In+ v$shes to take advantage 
ofthe exemption to section 201(g)(l)(C) ofthe sot and comply with sec~io~4~3(~)~6) ofthe act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained inthia notice is complete and accurate a& that Rnzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 
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FNZ-~~XATIC THERAPY 
INCORPORATED 

Wlm~Wfeefeels i&W” 

August 27,200s 

INTEGRATIVE T~MtA~LUT~CS~I~tC,” 
NF Fortiulas 9 PhifoPharmica 

Tyler EncapsulatSons 4* Vitatine Formulas -.-r---Av------.,” .-.-.- --_--.--.-----“-- 
9755’SW Commerce Circle, Suite B2 

Wilsonville, OR 97070 
Pr SO3.582.838& 6 F: 503.582.0467 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 1,O 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

fN,ZYMATlC THERAPY’ 
% 

PWYFOPHARM1CA” 
-_,.“.” ,._^_ -.“_^l_l__-.“_l-r_-_ __-_..- ^_.._._______.._ -._ 
825 &ailr?nger Drive, Green Bay, Wt $431 l-8328 
P: 9?0.4&~1313 6 F: 888.k70.6460 (Enzymatic) 

P: 920.469.9099 a F; 920.469.4418 (Phyto) 

This letter is to notify you that the following pro&@ is Manufacture& Packed, ,yxi/lor Disjributed by Enzymatic 
Therapy, Inc. at 825 Challenger’Drive, Green Bay, Wisconsin 543 1% h<s a. label ‘that Gor&%ins a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cbsmetie Act, Eqymatic Fherapy, Xnc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the’act ti;j-nd cdrnply with sec;tion.-403~~)(6j:~~ttse act. These claims are 
not necessarily for a product we cnrrently market or pl& to market in the i~~ate.~~~, and may be exploratory 
in nature. 

sancttm) (leaf& Extract, Holy 
c~~‘~~~t~rn) @a& Steam Distilled 

I certify that the information contained in Gjs notice is cotiplete and accurate and thtit Enzyrnatic Therapy, Inc. has 
substantiation that the statements are truth~ful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs. 

Date: s/Z7 /bd 

If you have any questions, please contact Robert Qoster, Senior Vice‘ President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 



INTEGRA+lV>E THERAREUTI~~ INC.” 
NF Fo&uldl d PhytoPharmica 

Tyler Encapsulations 6 Vitaline F&m&as ---_w- -..- “.L I.,““--.l”l-, --.--“.-A-.-.-.-..;..-_ ~ 
97.55 SW Co~m,efce Circle, Suite 82 

FN~~~MATICTHGRA.~Y Wilsonvilie, OR 97070 
!NC~RPGRATED P: 5Ok582,8386 .a F: 503.582.0467 

EN2YMATIC THERAPY’ 
& 

PMYTUPHARMtCA* 
-----.1- ------.-- _-_-.___-~._l-__-_l-_ .__________ 
825 Chaknger Drive, Green Bay, WI 5431 l-8328 
F: 920.ft6FS.t 313 s F: 888.570.64$0 (Enzymatic) 

P: 920.469.9099 .a F: 920.469.4418 (Phyto) 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

FtE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following prod&is Manufactured, Packed.and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive; Green Bay, Wisamsin 543 11 has a label .&at contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply~with.section 4~~~rj{6)‘of the act, These claims are 
not necessarily for a product we currently market or plan to market iq the immediate, Wur~, and may be exploratory 
in nature. 

BlendrM sanctum) (leaf) Extract, Holy Basil (ocimum 
sanctum) (I.~,~,:S~~e~~~~~cal Extract, Holy 
Ba&l (ocimum sanctum) (leaf), Steam Distilled 
Extract 

I certify that the information contained-in this notice is complete and accurate and that Emrymatic Therapy, Inc. has 
substantiation that the statements are tr!uthful and not misleading, 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact gobert Doster, Senior Vice President ,of ScientiGc Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 



INTEGR&TWk .TWERbPEUTIC5 INC.” 
NF Formulas’s PhytcrPh&mira 

“ENZVMATIC IWERAPY’ 
& 

FNZ~MATICTHERA~Y 
!P+SSRPDRAT$D 

WbarsW feels like.” 

August 27,2005 

Tyler.Encapsulatfons e Vitaline Formulas I PHW+OF+HARIVIICA’ 
--..--“-“....-- r.---“--“----,--~.--- 111-..-..11----...-^-. - _.I.,-.-- .-_-__--.-- ..-_ - ____ ___ 

9755 SW Co&-nerce Ckcle, Suite 82 825 $Ztaflq~g&r Drive, Green Bay, WI 5431 l-8328 
Wilsanville, OR 97070. P: 920.469.1313 ++ F: 888.570.6460 (Enzymatic) 

P; 503.582.83$6 as F: 503.X2.0467 p: 5%ZL4~9.9099 4 F: 920.469.4418 (Phyto) 

\’ 

Office of Nutritional Products, Labeling &’ 
Dietary Supplements, HFS 8 10 
Center for Food Safety and AppliedNutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

Ft.E: Label ClaimsiDisclaimers 

Dear Sir or Madam: 

This letter is to notify you that the follo,wiag productis Manufacture&, Packed, a&/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay,~fNisconsin 543 11 ,has alahe1 that Contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug a@Cosmetit: Act. Enzymatic Therapy, Inc, wishes to take advantage 
of the exemption to section 201(g)(1)(6) ofthe act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in.the ~~~at~: &tt;-t?, and may be exploratory 
in nature. I 

; Supercrnmal Extract, Holy 
Basil (o&mum sanctum) (leaf), Steam Distilled 

I certify that the information contained in this not& is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not,mi&ading: 

By: ~~~~ 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: %++37/6,1 

If you have any questions, please contact Robert Daster, Senior Vice President ‘of Scientiif”lc Affairs at 
(920) 406-3608. 

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 


